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explanation of how the device func-
tions, the scientific concepts that form 
the basis for the device, and the signifi-
cant physical and performance charac-
teristics of the device, such as device 
design, material used, and physical 
properties; 

(5) A statement of the intended use of 
the device that is the subject of the 
premarket notification submission, in-
cluding a general description of the 
diseases or conditions that the device 
will diagnose, treat, prevent, cure, or 
mitigate, including a description, 
where appropriate, of the patient popu-
lation for which the device is intended. 
If the indication statements are dif-
ferent from those of the legally mar-
keted device identified in paragraph 
(a)(3) of this section, the 510(k) sum-
mary shall contain an explanation as 
to why the differences are not critical 
to the intended therapeutic, diag-
nostic, prosthetic, or surgical use of 
the device, and why the differences do 
not affect the safety and effectiveness 
of the device when used as labeled; and 

(6) If the device has the same techno-
logical characteristics (i.e., design, ma-
terial, chemical composition, energy 
source) as the predicate device identi-
fied in paragraph (a)(3) of this section, 
a summary of the technological char-
acteristics of the new device in com-
parison to those of the predicate de-
vice. If the device has different techno-
logical characteristics from the predi-
cate device, a summary of how the 
technological characteristics of the de-
vice compare to a legally marketed de-
vice identified in paragraph (a)(3) of 
this section. 

(b) 510(k) summaries for those pre-
market submissions in which a deter-
mination of substantial equivalence is 
also based on an assessment of per-
formance data shall contain the fol-
lowing information: 

(1) A brief discussion of the nonclin-
ical tests submitted, referenced, or re-
lied on in the premarket notification 
submission for a determination of sub-
stantial equivalence; 

(2) A brief discussion of the clinical 
tests submitted, referenced, or relied 
on in the premarket notification sub-
mission for a determination of substan-
tial equivalence. This discussion shall 
include, where applicable, a description 

of the subjects upon whom the device 
was tested, a discussion of the safety or 
effectiveness data obtained from the 
testing, with specific reference to ad-
verse effects and complications, and 
any other information from the clin-
ical testing relevant to a determina-
tion of substantial equivalence; and 

(3) The conclusions drawn from the 
nonclinical and clinical tests that dem-
onstrate that the device is as safe, as 
effective, and performs as well as or 
better than the legally marketed de-
vice identified in paragraph (a)(3) of 
this section. 

(c) The summary should be in a sepa-
rate section of the submission, begin-
ning on a new page and ending on a 
page not shared with any other section 
of the premarket notification submis-
sion, and should be clearly identified as 
a ‘‘510(k) summary.’’ 

(d) Any other information reasonably 
deemed necessary by the agency. 

[57 FR 18066, Apr. 28, 1992, as amended at 59 
FR 64295, Dec. 14, 1994] 

§ 807.93 Content and format of a 510(k) 
statement. 

(a)(1) A 510(k) statement submitted 
as part of a premarket notification 
shall state as follows: 

I certify that, in my capacity as (the posi-
tion held in company by person required to 
submit the premarket notification, pref-
erably the official correspondent in the 
firm), of (company name), I will make avail-
able all information included in this pre-
market notification on safety and effective-
ness within 30 days of request by any person 
if the device described in the premarket no-
tification submission is determined to be 
substantially equivalent. The information I 
agree to make available will be a duplicate 
of the premarket notification submission, in-
cluding any adverse safety and effectiveness 
information, but excluding all patient iden-
tifiers, and trade secret and confidential 
commercial information, as defined in 21 
CFR 20.61. 

(2) The statement in paragraph (a)(1) 
of this section should be signed by the 
certifier, made on a separate page of 
the premarket notification submission, 
and clearly identified as ‘‘510(k) state-
ment.’’ 

(b) All requests for information in-
cluded in paragraph (a) of this section 
shall be made in writing to the cer-
tifier, whose name will be published by 
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FDA on the list of premarket notifica-
tion submissions for which substantial 
equivalence determinations have been 
made. 

(c) The information provided to re-
questors will be a duplicate of the pre-
market notification submission, in-
cluding any adverse information, but 
excluding all patient identifiers, and 
trade secret and confidential commer-
cial information as defined in § 20.61 of 
this chapter. 

[59 FR 64295, Dec. 14, 1994] 

§ 807.94 Format of a class III certifi-
cation. 

(a) A class III certification submitted 
as part of a premarket notification 
shall state as follows: 

I certify, in my capacity as (position held 
in company), of (company name), that I have 
conducted a reasonable search of all infor-
mation known or otherwise available about 
the types and causes of safety or effective-
ness problems that have been reported for 
the (type of device). I further certify that I 
am aware of the types of problems to which 
the (type of device) is susceptible and that, 
to the best of my knowledge, the following 
summary of the types and causes of safety or 
effectiveness problems about the (type of de-
vice) is complete and accurate. 

(b) The statement in paragraph (a) of 
this section should be signed by the 
certifier, clearly identified as ‘‘class III 
certification,’’ and included at the be-
ginning of the section of the premarket 
notification submission that sets forth 
the class III summary. 

[59 FR 64296, Dec. 14, 1994] 

§ 807.95 Confidentiality of information. 
(a) The Food and Drug Administra-

tion will disclose publicly whether 
there exists a premarket notification 
submission under this part: 

(1) Where the device is on the mar-
ket, i.e., introduced or delivered for in-
troduction into interstate commerce 
for commercial distribution; 

(2) Where the person submitting the 
premarket notification submission has 
disclosed, through advertising or any 
other manner, his intent to market the 
device to scientists, market analysts, 
exporters, or other individuals who are 
not employees of, or paid consultants 
to, the establishment and who are not 
in an advertising or law firm pursuant 

to commercial arrangements with ap-
propriate safeguards for secrecy; or 

(3) Where the device is not on the 
market and the intent to market the 
device has not been so disclosed, except 
where the submission is subject to an 
exception under paragraph (b) or (c) of 
this section. 

(b) The Food and Drug Administra-
tion will not disclose publicly the ex-
istence of a premarket notification 
submission for a device that is not on 
the market and where the intent to 
market the device has not been dis-
closed for 90 days from the date of re-
ceipt of the submission, if: 

(1) The person submitting the pre-
market notification submission re-
quests in the submission that the Food 
and Drug Administration hold as con-
fidential commercial information the 
intent to market the device and sub-
mits a written certification to the 
Commissioner: 

(i) That the person considers his in-
tent to market the device to be con-
fidential commercial information; 

(ii) That neither the person nor, to 
the best of his knowledge, anyone else, 
has disclosed through advertising or 
any other manner, his intent to mar-
ket the device to scientists, market an-
alysts, exporters, or other individuals, 
except employees of, or paid consult-
ants to, the establishment or individ-
uals in an advertising or law firm pur-
suant to commercial arrangements 
with appropriate safeguards for se-
crecy; 

(iii) That the person will imme-
diately notify the Food and Drug Ad-
ministration if he discloses the intent 
to market the device to anyone, except 
employees of, or paid consultants to, 
the establishment or individuals in an 
advertising or law firm pursuant to 
commercial arrangements with appro-
priate safeguards for secrecy; 

(iv) That the person has taken pre-
cautions to protect the confidentiality 
of the intent to market the device; and 

(v) That the person understands that 
the submission to the government of 
false information is prohibited by 18 
U.S.C. 1001 and 21 U.S.C. 331(q); and 

(2) The Commissioner agrees that the 
intent to market the device is con-
fidential commercial information. 
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